We assessed the analytical performance of the Axon system (Bayer Diagnostici) Each probe is connected to two syringes: the first reagent is dispensed into the reaction cuvette 37.5 s after the sample is added, and the second one-when used-is added 4 mm after reagent 1. The basic analytical process takes 8 mm and 45 a.
Each probe is connected to two syringes: the first reagent is dispensed into the reaction cuvette 37.5 s after the sample is added, and the second one-when used-is added 4 mm after reagent 1. The basic analytical process takes 8 mm and 45 a.
The sample is dispensed by a 50-L syringe (volume range 3-47 pL), whereas a 500-4i syringe dispenses diluentirinse water; thus, it is possible to predilute samples, at any of five dilution rates, by appropriate software instructions.
Cuvettes are cleaned effectively by multistage washing (11 cycles) with alkaline and acidic solutions.
The working temperature is selectable via software at either 30 or 37#{176}C and maintained through an air heater.
Calibration takes place on a separate tray and may be done with one to six calibrators at different concentrations. Enzyme activities are calculated by use of a factory-preset factor.
The optical system includes a holographic diffraction grating with a choice of 15 wavelengths from 340 to 750 nm, the pair of wavelengths being selectable for each test.
The system throughput is 480 tests/h (7. and CS3 = TESTpoint Control 2 (prod. no. P03-1221-62, lot no. 9V8652; Bayer Diagnostici). Two human serum pools were also prepared and used in the imprecision study. Routine patients' sera were used for the method comparison study.
Field Evaluation
The trial was performed over -5 months. We followed a protocol that essentially reflected the ECCLS guidelines for instrument evaluation.
Imprecision.
Within-run imprecision was assessed by analyzing three control sera and two human serum pools 20 times each on three consecutive days. Betweenday imprecision was established by using only the three control sera, analyzed in duplicate for 20 days. Only the second value of the duplicate measurement was used in the calculations.
Method comparison.
We tested 100 fresh patients' sera for each analyte under evaluation: 10 fresh specimens were analyzed daily for 10 days with both the Axon and the comparison systems. The statistical data evaluation was done according to the nonparametric regression procedure of Passing and Bablok (2) .
Drift. The one-day drift effect was investigated for each analyte by using the three control sera. Each serum sample was first analyzed in quintuplicate to establish the basal value, then in singletons every 60
mm for 8 h. Samples of the control sera were prepared, stored covered in a refrigerator, and transferred into the sample cups minutes before analysis.
Linearity.
A low-concentration and a high-concentration human serum pool were mixed in nine different proportions.
The 11 samples thus obtained were tested, each in duplicate, and the mean value was taken for calculation. The nonparainetric regression equation (2) was calculated from the first four lowest-value samples. An observed value deviating more than ±5% from the target value (i.e., the value predicted from the regression equation) was considered to be a significant deviation from linearity. and Kontrollogen L (Behringwerke).
Results

Imprecision.
The results of the within-run precision study of the Axon system are summarized in Table 2 .
Because the means and coefficients of variation (CVs) for the 3 days were similar, we calculated a pooled estimate.
The overall CVs (n = 60) averaged -1%.
Creatinine, glucose, and sodium tests showed CVs <1% with all five sera tested. The highest CVs were obtained with aapaitate aminotransferase at normal concentrations (2.1% and 2.2% at 37 and 30 U/L, respectively). Hitachi 717(n = 100).
=
Beckman Synchron EL, ISE(n = 100). C x = Beckman E4A, ISE (n = 60).
imprecision study on the Axon system. All CVs were Table 5 . Assay LInearity <3.5%, and most were between 2% and 3%. Thus, because of its reliability and practicability, we conclude that the Axon system is well suited for laboratories with various needs.
